
POCCklf^CKOE ArEHTCTBO HO HATEHTAM M TOBAPHbIM 3HAKAM 

7/ BCEPOCCHI?ICKm?l HAyHHO-l/ICC/IEflOBATEnbCKMI?l MHCTMTyT 

2# rOCYAAPCTBEHHOM HATEHTHOM 3KCnEPTM3bl (BHMIima) 



per.No 20/14-1256 (2) "03" Mapxa 1997 r. 




REC'D 0 7 APR 1997 



C n P A B K A 



WIPO PCT 



BcepoccuMCKMM HayHHO-MCC/ieAOsaTe/ibCKUM mhcthtyt rocyAapcTBeHHoCi nareHTHOM 
3KcnepTM3bi PoccMMCKoro areHTCTBa no naxeHraM m TOsapHbiM snaKaM HacroniuuM 
VAOCTOBepjieT, HTO npi/inoxeHHbie Maxepnanbi RB/inraTcn xosHbiM BOcnponsBeAeHneM 
nepBOHasa/ibHoro onucaHun, 0opMy/ibi m HepTe>KeM (ecnn MMeKDTc?i) aanBKn Ha sbiAany 
nareHTa Ha M3o6peTeHMe N 96102209, noAannoM b ^espane Mecnue 12 ahsi 1996 roAa- 



PRIORITY DOCUMENT 

: I 



HasBaHiie ii3o6peTeHi«i: JleKapcTBGHHoe cpeflCTBO. 



SanBiirejib: AKunoHepHoe oSiuecTBO aaKpbiToro Tuna 

"npoM3BOACTBeHHafl c})npMa "MATEPMA MEAMKA". 



AeMCTBMTejibHbie BBTopbi: 3niJJTEI/IH 0/ier M/ibUH. 



SaMecmreiib Anpeicropa BHIIlirrid 



B.lO.A>KepMaK9H 



im A 61 K 35/00 



jlEKAPCTBEKHOE CPE/iCTBO 

LisodpeTeHiie othocthtch k ofijiacTM LiesMUHHH, a HMeHHo: k 
CwDJioni^ecKH aKTMBHbiia jieKapoTBeHF.biM npenapsTaia, m iwOKei Ohtl 
viCiiOJiLsoBaHC iJiE KOMnjiGKCHoro jie^sHKH cooTBeTCTsyioRiix saeorie- 
BahMii, co'^eTaiOiuero iieTOsa rou'eonaiiiH w TpaawuMOHHoii TepanMa. 

iiipoKO i(53secTHU B QspL^a KOTepBUMM aeKSpOTBenHHe cpescT- 
Bs , nojiy^eHHhie xvuim^eoyMM nyieM tijiw BbiA.ejieHHbie m3 paciifiTe.iB- 
Koro, KviBOTKoro, ivii/iHepajiBHoro jieKapcTBeKHoro ckobh. Kaacsoe 
i'iSBcOTKoe ricKapcTBeKHoe cpeAcrso iisroioBJiHeTCF. b oiipeASJieK- 

jie^ieCxibie CBOtiCTBa (cr^., Kanpiwep, lAaahOBCKi-ivi jieKapcTBeH- 

Htie CpiAOTSa. - i-il., idcflMaMha , I^!?^, ^.I iri ii ) . 

l-iSBeoTHbi roi^sonaTvi^ecKi'ie jieKapcTBSKhHe cpescTBa , co^ep- 
j-caii,i'ie jieKapcTieriKoe Be^^eciBO e o'^exHB mbjilix, noTeHuwapoiaHrmx 
floaax (Gi.., HBiipiiuep, iionoBa T./I. mateeria medica . voMeona- 
TK^ecKHe jieKapcTBa: CnpaBO^HViK. Uenip roLjeonaTKM ^3 yCCP, 
H3U "JiaLio", I99I r.; B/iiisade. roi^ieonaiviHecKKe neKapCTBeHHue 
cpeACTBa. - M., 1967, haieHT .a 2007967, kji. -A -61 R 39/00, 

0CHOBHUi.<) Hea0GT3TK0i^ HSBeCTHtlX JIBrZapCT-ieKEH?: ^GpSflCTB 

KaK B Tpa^iMUMOHHOi/i lepaneBTM^ecKOid aoanpoEKe, Ta-iC M MSroio^.^ 
jieHHux no MBTOsaM roMeonaTWM nocpescTBou paGTMpaHMH hcxosho- 
ro BemecTBa c /jojio^kdu caxapOM vmvi pasBeaeHiriji ero b flBaasH 
^iMCTviJiJiMpoBaHKOPi BOfle (ciiMpTy) B onpe^ejieHHOii noieKUMH, hbjih- 
eTCH TO, UTO 3$geKTHBH0CTi> MX fleKcTBMfl B cyiuecTBeHHOM wepe 
__.3aBHCHT OT wHflHBWflya jiBHUX ocoSeKHOCTeii opraHM3Ma H B pflae 



cjiy^aeB borvT boshmkhvtl noc5o^HLie aBjiCKj/iH. 

COdoa iiaTepK&JiLHyvi HOCHTeJIL, B KSUeCTBe KOTOpOrO wcnojiBsyiuT- 
CH B053, ^i'iSyiojiorvi^eGKWk p&CTBop, cnMpT, caxsp K T.H., ChSS- 
i^enHbia diaOidH^opMBHiieia 0 KOJ-iiiJieKCHbix roi^eonaiMMecKvix npenapa- 
xax B pasjiM^HOi'i noTeHi;i5i5 (cm. liaTeKT fi2 20357&4, i^zji, A 61 
H 59/Ou, 1535 OflH3KO 3i|^ieKTMBH0CTB Hx Jie^edEoro BOSfieil- 

CTBHH HeAOCTSTOHHO BKCOKa K ^w(iKiJepeHii,MpOBa Ha . 

liai'lSOJieo C)J1M3KL5I;^ K viSOOpeTSHi'liO l'jO}iCKO C^iiTBTB JieKaOOTBeK- 
hOe CpcflCTBO, Oiii^iCSHHOe B iidTaKTe r*'"*^ >c 2042349, fJI. A ol D 

3/00, IS95 r., KOTOpoe oosepscMT ii^aTepi^a^lBKbiii HOCi^TejiB, 
ChaOjiceHHhivi i^Ha)Qpi^auMeii 0 SkioJiorii'^ecKii bkthbhom BemecTBe, ws- 
roTOBjieHHOi^ no x^eTOA^^^ roiieonaTHiS . Kan npaBiiJio, $op.;jyjia roiv^e- 
onaTM*4ecKoro npenapaTa coaepiKLiT HecKo^iBKO KOivinoHSHTOB , -:to 
odecne^i^BaeT KOMiiJieKOHoe BoaaeiiCTB^e Ha HeilTpajniaauHK) Hera- 
TMBHhix aneprMa vi cTMLdyjiMpoBanne OTflejiBHHx opranoB mjim opra- 

HW3Laa B iieJIOU. 

rieaocTaTKy ABHHoro jieKapcTBeHHoro cpeacTBa cjieayeT ot- 

HeCTid SHB^KTeJIBH^TO SaBj^CvIM OCTB Jie'^eOHOrO 395)6 KTa OT P3 3JIKMHHX 
gpaKTOpOB, B ^aCTHOCTil 3T peaKTKBHOCTM dOJlBHOrO, M Heodxoavl- 

iiiOQTB B pHJie cjiy^aeB co^eTaTB i<ix npMiijeHeKMe oaRDBpeiiieHHO c 
npMiyfieHeHMei^ jieKapcTBeHHHX BeiiieoTB e TepeneBTK^ecKOM aosupoB- 
Ke • 

]fL3o6'peTeme hanpaBJieno na ycwjiSHPie 6Ho$M3MHecKKX cbomctb 
jieKapcTBeHHHX cpeflCTB M noBbiiiieHMe mx TepaneBTH^ecKofi sgp^eK- 
tmbhoctw. 

PeiiieHwe nocTaBJieHHoM aaaa^M o(5ecneHWBaeTCfl Tew, ^to b 



m . • 



jieKapCTseKEOii cpescTse, coaepscaiiieM iaaTepMaiiBHbiii HOCL'iTejii>, 
cKadKeHHbiM iJhsop.aaii.MSk 0 6ii07i0rK^ecKM aKTiaBhOi*! BemecTie, H3- 
rcTOBJieHEOLi no m^^on^m roiao ona Tviifl , corjiacHO yisodpeTeHHK), b 
KS^ecTBe HOCiiT33ifl MCii03B30BaK0 iaeKapcT^^sHHoe cpeacTBO 3 Tepa- 
neBTM^ecKoii A^sHposKe, a SwOJiorj/iHecKM aKTMEnoe BemscTBo Bse- 
aeHO KenocpefiCTBeHHO b jieKapcTBeHHoe BeiuecTso b Biiae noieH- 
UHwpoBaHHoro roiisonaTiaHSCKoro npenapaia b no5o6HOia neKapci- 

BGHHOSl $Op:^S l\ W;.ieeT OSWHaKOByiO G KAM MGXOSHJTO XMliMUeCKyK) 

JIfci-isp jTieKHoe cpeflCTBO comacHO waoOpeTefiHio AioatcT Wi^eTB 
jiioS^TO wsBecTHyK) jieKapcTEeHrijTo liopfiy (»;:iiSKyK), liflrKyi-o iiJiH Tsep- 
ayio) M ObiTB /.aroTOBjisHHHiw Ha ochOBe jiei^apoTBeHboro Beiii,ecTBa, 
nojiy-^eHHoro xm^i'i^ecKviid nyTeii mjim EbiaejieKHoro iis paciHTejiBHO- 
ro, iiMhcpasBHoro wriw xHBOTHoro cbipBH. 

npe?,Ji03ceHHoe ca-^eTaKvie jisKspGTBeKHoro BeuiecTBa b T8?a- 
neBTiwecKoii floaiipoBKe h noTeKUHMpoBaHKoro roLaeonaTW^ecKoro 
npenapaia oflMriaKosoro McxoflHoro xi/iMw^ecKoro cooTasa m b oflKoa 
jieKapcTBeHHOii $opMe npeflciaBJiHeT codoft hobuM KJiacG (mjim bma) 
KOMnrie?:cHbix xiiMii^ecKW oaHoposHux jieKapGTseHHHx cpesGTE c aw- 

KaLd7i3iipOBaHHhiiiH 3KTMBi5pQBaHHHMM SwOCiiWaM^eCKirlhlM CBOilCTBaMM Ky- 

iyiyjiMpy}Oii;Hi.ii! TepanesTM^iecKoe w roweonaTW^ecKOS BosseiiCTBHe m 
odecne^MBaiOi^/iiiii aocTi'isceKHe CTOiiKoro TepaneBTM^ecKoro aaaeKia 
063 yrp03H nepeao3MpoBKW npia yiaseHBiueHMM pECKa HHflHBiflflyajiBHUx 
peawifl dojiBHfcix Ha npHHKiiaeiaae jieKapciBeKHue cpeacTsa m bo3- 

mOKKOGTH B03Ki4KKOBeHHH nOdO^HUX OTrieHMlA . 

lipKMep I 

JieKapGTBeHiioe cpeacTBO b BMse ladJieTKH, coaepsamee 0,5 r 



* 



- ^ - 

au^eT/iriOojiViixVLTiOBoVi kj^cjioth m 0,GI r royeonsTLi^ecKoro apeu-iga- 

nojiy^eHHOPO nyTeiii nponiiiThiBaHiaH 0,01 HeidTpajiLHoro BeuiecTBa - 
uojio^Horo oaxapa pacTBopop.^ Acidiim aslicylicum B noTeHuiii/i 
C^Q no roi^eDnaTH^ecKOMy ueTOA'j m BHeapeKhoro b TadJieTKy b 
TBspflovi $336 B BKfle ppaKyjibi iipil npecooBaHMii , uO}r.eT atpgeKTiiB- 
HO npMiiflehHTLCH npw jie'^eHwi-i rpMnna . npM stom BOSi^ojKHO ycKOpe- 
Hvie ii yCiiJiGHwe TeparieETZMecKoro 3cl4'eKTa. 
upMkjep 2 

JieKB jcTBenKoe cpeacTEO B Ei-'i/ie TSdjieTK7i, co^epwamee 
1,0 k-r npeaHiisojiOHa 0,003 Mr HeviTpajiBHoro Be:4eGTi:-3 , nponi-;- 

TannOrO uOTeriAKi'ipOBaHHHM npcAHMS OJIOHOU- B aBeHaauaTH CQTeKKOM 

pasBefioiiMk': Cortex Gj2> ^^^^0:1:6*1 ycneiiino iipM:;iehHTBCH atle Jie^e- 

Hi^H OOJIBHiil-: C naTOJIOmeS 3KflOKpLiHh02 G^^CTei^LJ, lipM 3T0d BSiJ^eT" 

ho yr;iieHLiiiaioTGH rpydbie pacTpOi-iCTBa o(5i^eHa Beu^ecTB, npofiBjifiK}- 
4MecH B B/ifle ci'iHapoivia iiueHKo-KymMKpa . 

/laHHoe jieKapcTBGHHoe cpeacTBO i^o-^eT 6uTh 3C3$eKTMBK0 npH- 
i-^eHeno m npw Jie^eHM^i dojiBHbix H/ipp03 0i.i ne'^eHM des nodo^HHx oc- 

iipi5i\3ep 3 

JleKapoTBeHHoe cpeacTBO b :^vi^SK0i4 yjopMe, coaepsamee 1,0 i^Ji 

CyCneH3MK - KHCyJIKH C dMOJIOrW^eCKOyi aKIi/IBnOCTLK) ^0 Sfl Vi 

0,1 i^ji noTenuympoBanHoro rOi^eonaTM^ecKoro npenapaTa Ixisulinum 

C50, laOKeT dblTB aKTMBHO MCnOJlBSOBaR flJlH MHi»eKUi>Ii^ npM Jie^eHWJ4 

caxapHoro ^wadeTa c MeHBuiMMM aosaMia McxosHoro JieKapcTseKHoro 
BemecTBa a cRKscaeT sepOfiTHOCTB odocTpeHian. 



B I'lcxoaHoe jiGKaucTseHHoe BemecTso, Goaepsamee 10 mji na- 
CTU uKHKOBoa, sBOfiHT 1,0 iiji noTei-mMapoBSHKoro rOi^ieonaTiriqe- 
CKoro HDeriapaTa Zincum metallicm, B rifirKOi'i jicKapCTEeHHOii 
^opi^e, ^TO noBHiiiaei jie^ednae ahTMceriTii-4ecKMe cBOwcTEa npa Jie 
HeHM/i KOKHHX 3a(5ojieBaHuii . 



OOPMyJIA M30BPETEHHfl 



JieKapcTBeHHoe cpeACXBo, coAep^caiiiee LUSTepuajiBHuii hocu' 
TejiB, CHadmeHHMU lAH^opMauueii o Qyiojiormeom aKTUBHOij Beiue- 
CTBe, MsroTOBfleHHOM no MeToaaw rofiieonaTMiit o t a h u a - 
(oiueecA T Q u t HTO B Ka^ecTBe isaTepaajihaoTO 
HOCifiTejiH OHO cosepsHT JieKapCTBeHHoe semecTBO b TepanesTW- 
uecKoii sosHpoBKe, a Qaojioryi^eQm aKTUBHoe BeiuecxBo b Bu^e 
noTeHUHiapoBaHHoro roueonaTH^ecKoro npenapaia coBMCiiieHO c 
jieKapCTBeHHtiM BemecTBOM, Hueei oflWHaKOByio c hum Hcxosnyio 
xiiiiiweoKyio Qtiopi^yJiy ^ noflodHyio jieKapcTBeHiiyio ^pisy. 



? S $ £ ? A T 
JiEKAPGTBEHHOE G?S£CTBO 



7iGriOJii>303aRO £JiH KO:^uiJiep:cKoro Jie^^enwH cooTBeTCTByiomvix saCo- 

JieKapCTBeHriOe Cpd^iCTBO COaepSCiaT Jiei-:BpCTEeHl-iOe EeU;3CTB0 

B TcpaneBTM^eoKOi^ flosiipQ^Ke, b KOTOpoe HenocpescTBeHnO Bse- 
^.eH noTeiiUiii^poBafiiiHH vo^eouBTmeoKm upeiispaT b noflooKOii 
jieKapCT^eHHOil gop^^e ifiivjeioiiii/ici OALiHaKOByK) c nmj i^icxoflHjio xm- 



